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DETAILED ACTION 

Continued Examination Under 37 CFR 1.114 

1 . A request for continued examination under 37 CFR 1.114, including the fee set 
forth in 37 CFR 1 .17(e), was filed in this application after final rejection. Since this 
application is eligible for continued examination under 37 CFR 1.114, and the fee set 
forth in 37 CFR 1.17(e) has been timely paid, the finality of the previous Office action 
has been withdrawn pursuant to 37 CFR 1.114. Applicant's submission filed on 
19 June 2007 has been entered. 

Claim Rejections - 35 USC § 103 

7. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

8. Claims 1, 3-7, 9, 26-27, and 32-38 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Koike et al. (U.S. Patent No. 6,056,760) in view of Gannoe et al. 
(U.S. Patent No. 6,746,460), Lauferetal. (U.S. Pub. No. 20040194790), and Saadat 
(U.S. Patent No. 7,186,262). 

Claims 1. 6, 7 T and 38 : Koike et al. discloses providing a delivery catheter 1 having a 
needle 2, or piercing element, translatably disposed therein, a distal end, one or more 
anchors 4 disposed within the needle, and sutures Ti and T 2 coupled to the anchors, 
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advancing the delivery catheter and needle through the a first tissue wall and then 
through a second tissue wall, and ejecting a first anchor from a distal tip of the needle 
on a first side of the first tissue wall and ejecting a second anchor from the needle on a 
second side of the second tissue wall (Figures 6-10). Koike discloses the anchor 
having a suture T1 attached thereto, withdrawing the needle from the tissue wall 
whereby the suture is extended through the tissue wall (Figures 7-8) . Koike et al. 
discloses the claimed device except for a stabilization device disposed at the distal end, 
engaging the stabilization device to a tissue wall of the gastrointestinal lumen before 
advancing the catheter through the tissue wall, advancing the delivery catheter and 
needle into the gastrointestinal lumen, or tract of a patient, and translating a fastener 
over the suture whereby a tension force is created on the suture and said tissue fold is 
maintained . 

Gannoe et al. teaches delivering the delivery catheter and needle, or tissue 
piercing element into the gastrointestinal lumen, or tract of a patient in order to reduce 
the amount of food desired by patients who may be obese (col. 1, lines 12-30 and 52- 
67). It would have been obvious to one of ordinary skill in the art at the time of invention 
to provide a tissue piercing element into the gastrointestinal lumen, as taught by 
Gannoe et al., to Koike et al. in order to aid obese patients in managing the amount of 
food desired and eaten. 

Laufer et al. teaches a stabilization device 740 disposed at the distal end, 
engaging the stabilization device to a tissue wall of the gastrointestinal lumen before 
advancing the catheter through the tissue wall (Figure 4A and page 3, paragraphs 79 
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and 83). It would have been obvious to one of ordinary skill in the art to provide a 
stabilization device that engages with the a Gl tissue, as taught by Laufer et al., to Koike 
et al. since it was known in the art that tissue piercing elements may injure or tear tissue 
from translating or puncturing, as well as withdrawing, retracting movement if the tissue 
is not stabilized and a stabilization device may prevent injury to the tissue. 

Saadat teaches translating a fastener 532 comprising a collar with a central 
channel through which a suture 506 extends whereby a tension force is created on the 
suture and said tissue fold is maintained (Figure 49A: col. 24, lines 42-51) . Since Koike 
et al. discloses that the suture threads T1 and 12 are ligated together by a knot (Figure 
10), it would have been obvious to one of ordinary skill in the art to modify Koike et al. 
by replacing the knot with a fastener or crimp so that the tension is maintained and 
fastener that may be translated over the suture after tissue has been approximated to 
adjust tension, as taught by Saadat. 

Claims 26. 32. and 35 : Koike et al. discloses the claimed device, including 
withdrawing the piercing element from the catheter through tissue and using a 
connection element in tying together suture threads Ti and T 2 and a first and second 
anchor, said second anchor being connected to said first anchor by a suture and 
withdrawing the needle from the tissue fold whereby the suture is extended through the 
tissue fold (see explanation for Claims 1,6,7, and 38 above), except for engaging and 
pulling a tissue wall of the gastrointestinal lumen to create a tissue fold, holding the 
tissue fold within the patient, moving the first and second anchors on either side of the 



Application/Control Number: 10/612,491 Page 5 

Art Unit: 3734 

tissue fold, maintaining the tissue fold via the anchor and the suture and a connection 
element, and translating a fastener over the suture . 

Gannoe et al. teaches engaging and pulling a tissue wall of the gastrointestinal 
lumen to create a tissue fold, holding the tissue fold within the patient, moving anchors 
on either side of the tissue fold, and maintaining the tissue fold via the anchor and the 
suture and a connection element (Figure 4A). It would have been obvious to one of 
ordinary skill in the art to provide the step of creating a tissue fold, as taught by Gannoe 
et al., to Koike et al., since it was known in the art that obesity may be treated by 
forming folds in the gastrointestinal lumen which aids obese patients in managing the 
amount of food desired and eaten. 

As mentioned above in discussion of Claims 1, 6, 7, and 38, Saadat teaches 
advancing a fastener over a suture to apply a tension force on said suture, and it would 
have been obvious to one of ordinary skill in the art'to modify Koike et al. by replacing 
the knot with a fastener or crimp so that the tension is maintained and fastener that may 
be translated over the suture after tissue has been approximated to adjust tension, as 
taught by Saadat. 

Claim 3 : Koike et al. discloses ejecting an anchor from a distal tip of the needle 
comprising translating a push rod 3 disposed in the needle (Figure 1 and col. 4, lines 
58-67). 

Claims 4 and 9 : Koike et al. and Gannoe et al. disclose the claimed device except for 
the stabilization device comprising a coil 740, or tissue holding element, having a 
sharpened tip and engaging the stabilization device to the tissue wall comprising 



Application/Control Number: 10/612,491 Page 6 

Art Unit: 3734 

rotating the coil to engage the coil into the tissue wall before advancing the catheter 
through the first tissue wall. See explanation for Claims 1,6,7, and 38. 
Claim 5 : Koike et al. discloses advancing the needle through the tissue wall further 
comprising translating the needle distally through the delivery catheter (Figures 6-10). 
Claim 27 : Koike et al. discloses the claimed device except for providing a second 
anchor including a suture coupled thereto and creating a second tissue fold on an 
opposing tissue wall. 

Gannoe et al. teaches providing a second anchor including a suture coupled 
thereto and creating a second tissue fold on an opposing tissue wall (Figure 5A and col. 
5, lines 23-37). It would have been obvious to one of ordinary skill in the art to provide a 
second tissue fold, as taught by Gannoe et al., to Koike et al. since it was known in the 
art that multiple folds greatly reduces the area of a gastrointestinal lumen, and again, 
aids obese patients in managing the amount of food desired and eaten. 
Claims 33. 34 r 36. and 37 : Koike et al. discloses the claimed device except for 
forming the tissue fold, or bringing the first and second tissue walls adjacent, results in 
reducing the cross sectional area of a lumen in a patient, as well as the volume of an 
organ. 

Gannoe et al. teaches forming the tissue fold, or bringing the first and second 
tissue walls adjacent, results in reducing the cross sectional area of a lumen in a 
patient, as well as the volume of an organ. See explanations for Claims 1 , 6, 7, 26 , 27, 
32, 35, and 38. 
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9. Claims 2 and 16 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
over Koike et al. (U.S. Patent No. 6,056,760), Gannoe et al. (U.S. Patent No. 
6,746,460) and Laufer et al. (U.S. Pub. No. 20040194790), as applied to Claims 1 and 
6 above, and further in view of Matsui et al. (U.S. Patent No. 6,352,503). 
Claims 2 and 16 : Koike et al., Gannoe et al., and Laufer et al. discloses the claimed 
device except for an imaging element in the vicinity of the distal end of the delivery 
catheter and using the imaging element to provide visual guidance during engagement 
of the stabilization device to the tissue wall. 

Matsui et al. teaches an imaging element 1 in the vicinity of the distal end of the 
delivery catheter and using the imaging element to provide visual guidance during 
engagement of the stabilization device to the tissue wall (col. 5, lines 18-30). Matsui et 
al. teaches that the use of an endoscope can readily and positively perform treatment 
on a body cavity of a patient (col. 1 , lines 47-51 and col. 2, lines 1-16). It would have 
been obvious to one of ordinary skill in the art to provide an imaging element, as taught 
by Matsui et al., to Koike et al., Gannoe et al., and Laufer et al. in order to perform 
treatment on a body cavity readily and positively perform surgery on a body cavity. 

Response to Arguments 

1 . Applicant's arguments filed 19 June 2007 have been fully considered but they are 
not persuasive. 

2. Applicant's arguments with respect to claims 1, 6, 26, 32, 35, and 38 have been 
considered but are moot in view of the new ground(s) of rejection. 
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Conclusion 



Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Diane Yabut whose telephone number is (571) 272- 
6831 . The examiner can normally be reached on M-F: 9AM-4PM EST. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Michael Hayes can be reached on (571) 272-4959. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



DY 




MICHAEL J. HAYES 
SUPERVISORY PATENT EXAMINER 



